
DEPARTMENT OF HEALTH %r HUMAN SERVICES 

- . Food and Drug Adminbtretion 
Rwkville MD 2’0857 

Mr. Ikvid Anderson 
Registrant 
2b~~~nds.co~d~gstorc 
P.O. Box 3567 
San Francisco, CR W266 

Dear Mr. Anderson: 

The Food and Drug ~~Jl~iI~i~tra~~~fl (FI3A) has lcamed that, throttgh the websites 
s,-?x 2bbrands corn and \~~v\?;.,~e-~i~rtn-~~~~~~}~~~~~~, vou arc selling “Accutane topical ._-__ -- L-““.. “l 
gel” lo United Stares (1J.S.) co~~sumcrs. Accutanc is the trade name for a prescription 
drug approved for marketing in the I_;nitcd States u~tdcr an apprcwcd new drug 
qdication submitted by Roche Pharmaceuticals. Kutley, Mew Jcmcy. The only approved 
Acculanc pr5ducts apprmwi for marketing in the United States arc capsitles fr,r oral 
ingestion. Even though the nlesicnn-dntgstnre.com order form states that the product 
offi:red for salt is L’Accutanc topical gel,” the labci of the actllal product shipped states 
that it is “ISOTWX TS~T~~~I~~~=~ GEL 8.W!&r.” The lab&g for this product is in 
Spanish. Neither “hccutanc topical gel” nor “isorrcs” has ark approved JICW drug 
application, and they may not be legally marketed in the United Stares. 

You sell “Accutaue topical gcr’ without a prescription to the American consumers from ;i 
Mexican pharmacy. As discussed in greater detail below, these actions violate the 
Fcderai Food, Drvg and Cosmetic Act (Fl)&C’ Act or Act), 21 United States Code 
(U.S.C.) $301 Et sa. 

When a U.S. resident logs onto the Internet site, Ml’iV\t’.2hbrnnds.comidntrrstore they arc 
automatically taken to ~~.-m_e~~~~~~~~~~~~~~~~-~l that states in part, “***US 
Corporation enabks you to pur&ase medicines ihm h’kxico***kivate~y deliwed to 
your address Medicines in Mexico are made fkom the same qualit)l ingredients, made by 
the same companies &** in compliance with all U.S. and international laws*** ” Your 
firm packages the dispensed prescription and mails it directly to the resident in the United 
States. 
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The “Accutane” product sold through your web site is labeled in part, “ISOTREX 
***ISOTRETlNOFNA GEL 0.05 /o 0 ***Tuba con 30 g Formila: Cada 100 g contiene: 
Isotretinoina 0.05g Excipiente c.b.p. 100 g. ***Hcc~o en Mexico por STTWEL 
MEXICANA, S.A. DE C.V., Ejc h’ortte SW 63. 11, Kue~o parques Industrial, San Juan 
del Rio Qro., C.P. 76809. Scgun Formula y hajo licettcia de: STIEFEL 
LAT3ORATOIUES. INC.,. C’oral Gables, FL 33134 ***Late. 130002F42S CAD. 
15ifUN/2004***.” 

Accutnne (isotretinoin) is a systemically administered retinoid approved in 1952 to treat 
scvcrc recalcitrant nodular acne. Isotrctinoin carries significant potential risks, including 
that it may cause severe birth defects. The approved Accutane labeling states in part. 
“Accutanc must not be used by females who me pregnant.. .must be prescribed under the 
System to manage Accutanc Related Tcratogenicity (S.M.A.R.T.), a yellow Accutane 
Qualification Sticker must be on each prescription,“ (mcarring special training has been 
given to the prescribin, tr licensed practitioner and the patient) “and no telephone or 
computerized prescriptions arc permitted. ” The approved Accutane is for oral ingestion. 
FDA has not approved a topical gel version of hccutane or any other isotretinoin drug. 

Because ic has serious risks, isotrctinoin is available in the 1J.S. only under specially 
created safety controls. ‘I’hcsc safety controls are bypassed wbcn this drug is purchased 
from foreign sources or over the Intcrnut. placing patients \vho use this import& drug at 
higher risk. 

The isotretinoin dispensed through rnesiean-tirttgstorc.corn is a *‘new drug” as defined by 
section 201(p) of the Act. LJnder Section %15(a) of the Act, a “new drug” may not be 
introduced OI delivered fbr intrnductivn iutrt &terstatr: CWII~J’JC~W dess an FDA- 
approved new drug appiiention CNDIZ) is it1 effect for such drug, The continued 
distribution of this product into the U.S. withoul an approved NDA is a prohibited xl as 
set forth in Section 301 (d) of the Act. 

The isotrctinoin dispensed through mexican-dntgsto~.com is also misbranded under 
section 502(f)(l) of the Act because its labeling fails to bear adequate directions for the 
WCS for which it is being off~rucl and it is not cxcmpl from this rquirment (See 2 1 CFR 
3 201.1 15). The drug is also not allowed to bear the required informarion solely in 
Spanish because it is not distributed solely in the ~onimonweallh of Puerto Rico or in a 
U.S. Territory where the predominant language is Spanish (See 2 1 CFR $ 2Ol.l5(c)). 

This drug is also misbranded purst~ant to section 503(b)(l) of the Act because it is 
diqensed without a prescription. 
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In addition, faisc promotional statements are being made by you on W\vw.2bbrands.com 
and L\~~.m@xican-dru~storc.conl, such as, “All items arc shipped *** in compliance 
with all U.S. and international laws.” You are giving the incotrect impression that all the 
drugs sold on your web&c are approved and/or legal to bc sold and shipped to U.S. 
residents. This is a false and misleading slatement on your Internet site causing the drugs 
you distribute to be misbranded pursuant to section 502(a) of the Act. 

This letter is not intended to identify al1 of the ways in wluch your activities might be in 
violation of United States Ia\v. For example, in addition to isotretinoin, your pharmacy 
also offers for sale and shipment to U.S. consumers numerous other prescription drugs. 
FDA believes that virtually ail shipments of prescription drugs imported from nor&M. 
pharmacies will violate the Act. It is your responsibility to ensure that all drug products 
dispensed and distributed by you and your website into the United States are in 
compliance with applicable legal requirements. 

The agency has taken steps to warn our residents that drugs sold via the Internet, from 
foreign sources, mtiy not be approved for mark&in, cl in this country, and may not be 
legally imported. With copies of this Ietter, we are advising Mexican, Mew York, and 
California drug regulatory officials of these potential violations, In addition, we are 
advising the U.S. Custom’s Bureau, through an Import Alert, that shipments offered for 
importation into the U.S. as a result of your activities may bc detained and subject to 
refusal of entry. 

You are instructed to ccasc these prrtct ices, and you are rcqucstcd within fifteen ( 15 j days 
of your receipt of this letter, to describe the actions you are taking to assure that your 
operations are in full compliance with United States iw. Please addam your 
correspondence to Mr. Melvin F. Szymanski. Compliance Ofticcr, at the U.S. Food and 
Drug Administration, Center for &ug Evaluation and Rcscarch, Office of Compliance. 
liFD-.3lQ,5fiOO Fishers Lane, Rockville, &4X> 20857. 

You should be aware that violations of the FD&C Act could result in seiz,ure, injunction, 
an&or prosecution without further notice. 

David J. I-iorowitzz,, Esq. 
Director 
OfIke of Compliance 
Center for Drug Evaluation and Research 

Mr. David Anderrm 
2br3mtds 
P.O.Box 0798 
Manhattan Beach CA, 90266 


